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EET, NW., SUKE 600 
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October 18,2005 

VIA UPS NEXT DAY 
Dr. Robert Moore 
Office of Nutritional Products, 

Labeling and Dietary Supplements (WFS-8 10) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Pkwy. 
College Park, MD 20740 

Dear Dr. Moore: 

We hereby submit on behalf ofPure Encapsulations,’ in accordance with 21 
U.S.C. 8 343(r) and 21 CFR $j 101.93, an original and two copies of its notification. Pure 
Encapsullations retains scientific documentation supporting the statements. Please find 
enclosed a certification from’Pure Encapsulations that the i~fo~at~on ,contained in this 
notice is complete and accurate and that Pure Encapsulations has substantiation that the 
statements are truthful and not misleading. 

1. Supplement Brand Name 

Protect 8r. Nourish A.M. 

Supplement Ingredients 

Vitamin C (as ascarbyl palmitate), ascorbic acid, alpha lipoic acid (tbioctic acid), green 
tea extract (Came&a sine&s) (Leaf), pine bark extract ~sta~dar~iz~d to contain 6575% 
proanthocyanins), pomegranate (Punic~ granatum L,) extract (whole f&it) (standardized 
to contain 5% ellagic acid), freeze-dried coconut water solids, Hawaiian spirulina 
(Arthrospira plaatensis). 

Text of Statements of Nutritiouai Stllp.port 

0 Protect & Nourish* 

* The address for Pure Encapsulations is 490 Boston Post Rd., Sudbury, MA 01776. 



l Skin Health* 

l High-powered daytime formula to protect and nourish the skin.* 

* This formula contains powerful antioxidant arid photoprotective ingredients 
combined with exceptional nutritive factors.* 

* Alpha hpoic acid is a dual-protection fat and-water soluble antioxidant and also 
regenerates skin-shielding compounds including vitamin C, vitamin E, glutathione 
and CoQlO.* 

* It ma intains a healthy cellular response in keratinocytes and protects coliagen by 
ma intaining healthy advanced glycation end product {AGE) activity.* 

l Vitamin C is an integral co31 synthesis cofactor, promoting skin elasticity and 
resiliency.* 

0 As an antioxidant and immune defense stimu lator, it helps counter the effects of 
oxidative stress.* 

l The photoprotective action ofepigallocatechin gallate (EGCG) and other green 
tea polyphenols includes preserving DNA integrity of dermal fibroblasts and 
epidermal keratinocytes,* 

0 These polyphenols also moderate matrix me talloprotei~ase @ IMP) activity, 
supporting the extracellular ma trix @CM) of the skin.* 

* Alongside the well-known antioxidant activity of ellagic acid, anthocyanins and 
tannins found in pomegranate retain a heahhy immune cascade in skin celIs.* 

l This extract may also boost antioxidant enzymes.* 

* In addition to super-charged proanthocyanidin ~tiox-id~t support, Pycnogenol@ 
pine bark extract selectively binds to collagen and elastin, protecting these 
proteins from free radicals and enzymatic de~adat~o~.~ 

* Studies also suggest its potential to m inim ize temporary redness and to lessen the 
appearance of age spots.* 

e By promoting heahhy circulation and vascular integrity, this e&tract also 
optimizes nutrient and oxygen delivery for renewed looking skin.* 

0 Coconut water is a reservoir of,vitamins, m inerals and amino acids, as well as 
RNA-phosphorous, shikimic acid and quinic acid, which support tissue health.* 
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l It also contains plant messenger mo lecules involved in healthy cell growth and 
differentiation for additional skin restoration.* 

0 Its natural enzymes support toxin elim ination to promote skin clarity.* 

* Phycocyanin and chlor~phyll’b~~h contribute to healthy detoxification and 
cleansing.* 

0 This strain of spirulina is also particularly rich in m ixed carotenoids and provides 
antioxidant enzymes,.including superoxide dismutase (SOD), for enhanced 
protection and epidermal immune function-* 

* Essential fatty acids ~o~tained,i~ spirulina, including gamma linolenic acid 
(GLA), support skin smaothnoss.* 

0 Combined, these factors optimize the performance of skin functions and help 
promote invigorated and radiant skin* 

0 This dynamic combination helps defend skinfrom free radic~aal damage and 
photoaging in addition to providing vital nou~ishmen~.fa~tors, maximizing skin 
function while m inim izing the appearance of fine lines, and wrinkles. * 

2. Swplement Brand Name 

Renew & Hydrate P.M. 

Srrpplement Ingredients 

Vitamin C (as ascorbyl palm&ate), coenzyme Q l 0 ~ub~qui~~~e~, grape (Yitis vitzifra) 
seed extract (standardized to contain 92% oligomeric pr~anth~~yanidi~s~, n-acetyl-l- 
cysteine (free-form), me thylsulfonyl~~th~e, aloe Vera (A Eue ~~~~u~e~~~s) extract (inner 
fillet) (200: 1) (standardized to- contam 10% polysaccha~des~~ hydrolyzed type II collagen 
(chicken sternal cartilage), h~~-alle~~~~ic plant fiber added to complete capsule volume 
requirement. 

l Collagen reinforcing and skin hydrating nighttime revitalization formula for 
healthy skin* 

l Renew & Nydrate* 

* This formula contains essenti? components for collagen reinforcement and skin 
hydration combined with restorative antioxidant and immune 
compounds. * 
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0 These structural components ,support the elasticity and&nness of skin and their 
age-related decline contributes to the appearance of fine lines and wrinkles.* 

e Furthermore, hyaluronic acid (‘HA) attracts water, promoting hydration and 
moisture retention within the,dermal matrix.* 

0 In a peak absorption study, serum levels of IIA increased gradually and with 
statistical significanqe after BioCeIl Collagen II supp~em~n~ation.* 

* Case reports have revealed that BioCell Collagen Ii helped moderate the 
appearance of wrinkles and-blemishes.* 

o ACTIValoeTM is” a patented extract that contributes to the synthesis of collagen 
and connective tissue.* 

l Aloe also enhances phase II a&oxidant enzyme activity, reducing oxidative stress 
horn environmental factors.* 

* Furthermore, ACTIValoe is enriched with modified polysaccharides of medium 
molecular weight, stimulating macrophage activity and. promo~iu~ immune 
defense.* 

o CoQl 0 enhances mitochondrial Xunetion, supposing the high-energy demands of 
skin cell renewal and collagenbiosynthesis.* 

0 It is also one of the only known naturally occurring lipo~h~li~ antioxidants present 
in the skin surface li,pids of the epidermis, providing first- line protection from 
oxidative and environmental assaults.* 

0 CoQl 0 also heIps maintain DNA integrity and recycles other powerful 
antioxidants.* 

* Proanthocyanidin-rich grape seed extract helps stabilize colIagen and elastin by 
moderating activities of the p~~t#~~ic enzymes ~?~l~~en~se and elastase.” 

0 It may also heIp minimize the appearance of ~i~e~tation in sun-exposed skin.* 

l N-acetyl-I-cysteine @JAC)is a hydrophilic aminu acid antioxidant that helps 
boost cellular glut&&Gone levels depleted by reactive oxygen species (ROS).* 

l Immune cell activity in the skin may also be enhanced.by MAC’s antioxidant 
capabilities, restoring vital skin defense.* 
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l Methylsulfonylmethane (MSM) is a source of elemental sulfus, an important 
building block of proteins and other compounds that helps strengthen hair, skin 
and nails.* 

* This mu ltifaceted, balanced-approach nighttime formula is designed to bolster the 
skin’s collagen network, enhance cellular energy, boost antioxidant protection and 
hydrate the skin, supporting healthy function and renewal and m inim izing the 
appearance of wrinkles and fine lines. * 

3. Supplement Brand Name 

Defy the Elements extra 

Supplement Ingredients 

Vitamin C (as ascorbyl palmitate), tetrahydrocurcumin (standardized to contain 95% 
tetrahydrocurcuminoids), astax~nthin-(paturally derived from haema&ococcus 
m icroalgae), white tea (Cahellra sinmsis) extract (leaf),‘varuna (Cmtaeva nuwala) 
extract (bark) (standardized to contain 4.5% lupeol), m ilk thistle (~j~~~~~ marianum) 
extract (fi-uit) (standardized to contain 80% silymarin), Cell@hase (broccoli @mssica 
oleracea italica) sprout concentrate (20: 1) {standardized to contain a m inimum of 332 
mcg. sulforaphane), broCcoh (&LZ,W&Z aIerncea it&ca/alba) extr;lct ,(whole plant) 
(standardized to contain4% glucosinolates)). 

Text of Statements of ~ut~~t~~na~ .%~pwt 

o Advanced extra skin protection and restoration formula* 

l Skin Health* 

l This formula is designed to provide extra protection for the chemical and physical 
factors that compromise and age the skin, including sun exposure and pollution.* 

0 A series of comparative studies indicated that various c~rG~~~oids neutralize 
free radicals but that te~ahydro~r~um~noids @HC) had the strongest antioxidant 
capacity.* 

0 As a powerful fat and water soluble antioxidant and immune system modulator, 
BioAstin@ astaxanthin is patented for its photopr~te~tive ability.* 

0 Initial trials suggest that it may boost the skin’s natural antioxidant defenses 
against sun-induced free radicals.* 

o In a human clinical evaluation, supplementation with ~~oAsti~~ astaxanthin for 
two weeks provided si~i~~~t cutaneous ~t~oxidant p~ote~tion.~ 
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* It may also maintain healthy arachidunic acid metabolism in response to 
environmental stresses and.p&mote immune defense.* 

l Furthermore, astaxanthin. may influence the activity of a large group of enzymes 
known as transglutaminases, a family of proteins that promote ?protective cellular 
responses and tissue homeostasis.* 

0 The least processed of alI teas, ,xYhite tea,extra~t,~#nta~~~ng EGCG and other 
polyphenols provides remarkable antioxidant and cellular support, in part by 
enhancing liver detoxification enzymes and ghnathione $roduction.* 

0 It also plays a role in the rnod~~a~io~ of transcription factor and,MM~ activities to 
maintain healthy.skin function and integrity.* 

l Lupeol supports the rep~~nish~e~t of antioxidant enzymes, in~~~d~~g catalase, 
glutathione peroxidase, gmtathione reductase and g~utathio~e Wransferase, which 
are depleted by environmentaE:toxins.* 

0 It has also demonstrated the potential to maintain heahby immune,, act-ivity at the 
celh.dar level.* 

l Milk thistle extract, providing bioflavonoids, and the ~o~~~~tra~ed broccoli 
extracts in CelluPhase, standar&zed for glueosinol-ates and sulforaphane, offer 
unique phytochemical support. .They are included in ‘this fomftlia to enhance 
phase II liver antioxidant enzyme-activity and detoxification for protection from 
chemically induced oxidative stress,* 

0 This extra protection formula helpsrevive lack luster skin compromised by 
physical and chemical ~~iro~ent~ elements and provides added antioxidant, 
photoproteetive and detoxification support to preserve skin function and to help 
diminish the general signs of aging.* 

4. Supplement Brand Name 

Supplement Inwedieats 

SytrinolTM (patented po~~eth~xyj~t~ ~avonoid-toc~t~eno~ complex), vitamin C 
(ascorbyl palmitate), hype-allergenic plant fiber added to complete ~a~~~~ volume 
requirement. 
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0 Patented polymethoxylated ~avonoid~tocot~~o~ complex forhealthy lipid and 
triglyceride support.* 

l Sytrinol was developed after t+&ve years of research exploring the health 
benefits of PMFB and tocotrienofs in heart health+* 

l This synergistic~combinationsupports healthy l+id and triglyceride metabolism.* 

l PMFs are a subclass of citrus bioffavonoids that possess an extra methyl group, 
making them highly biofogieally active.* 

0 The two predominant PMFs are tangeretin and nobilietin, These compounds have 
been associated with rn~nta~~i~g healthy liver mierosomal trigly’ceride transfer 
protein (MTP) activity and diacylglycerol acetyl transferase (DGAT) liver 
enzyme activity, both involved in the pathway of triglyceride synthesis.* 

* Additionally, Sytrinol may support healthy SPAR activity (a receptor in the liver), 
enhancing &oxidation and moderating the concentration of fatty acids available 
for the synthesis of triglycerides.* 

* PMFs also maintaln healthy structural protein formatian responsible for 
endogenous lipid produdion. * 

0 Palm tocotrienols cont& a pov&ful spectrum of alpha, g~ma and delta isomers 
promoting healthy lrver enzyme activity involved in lipid biosynthesis.* 

0 In two 4- week dlinical studies; Sytr&rol d~ons~ated ~djop~ote~tive potential 
by supporting healthy hpid and triglyceride met?bol~~m.* , 

0 The first two phasesof a double bhnd 2%week t~e~~bas~ crossover trial with 
120 subjects also suggests that Sytrinol has i~po~~t,~j~d and triglyceride 
support properties.* 

0 Furthermore, Sytrinol provides general anti~oxidanl.pfiote~tio~, helps maintain a 
heahhy immune response in the aterial vessel walls, ~~~,prom~tes healthy blood 
flow.* 

* Sytrinof~M is a synergistic complex of highly specialized flavonoids and 
tocotrienols for muhifaceted Sipid and ~~y~e~de’s~~~a~ as well as overall 
cardiovascular health.* 
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5. Surwlement Brand Name 

VitaTrienols 

Supplement Ineredfeuts 

Vitamin E (mixed tocopherols), full spectrum palm toc~t~e~~~,.~urn~~ex (E’laenis 
guineensis) (fruit) (standardized to contain 50% to~al’tocot~eno~s/to~o~herols~, palm fruit 
oil, gelatin. 

0 Tocopherols and: tocotrienols are widely recognized,’ higb~y.~orn~~~ent~ 
antioxidants of the vitamin E family.* 

l Both alpha and gamma tocopherol ofher important a~t~o~jdant svpport for prostate 
health, though gamma tocopherol isbelieved to be more potent-* 

0 In a recent study, mixed tucop~erols supported hea~thy,~~~tel~t function, nitric 
oxide metabolism, and superoxide dismutase activity more so than alpha 
tocopherol alone.* 

l Mixed tocopherols also appear to protect from lipid ~~roxidation to a greater 
degree than alpha tocopherol.* 

0 Furthermore, the vitamin E fmily, including tocotrienofs, has been reported to 
support healthy neurological function.* 

l The Nationa Institute of Hieahb‘has funded a study at the Ohio State University 
Medical Center investigatmg the role of alpha tocotrienol on nervous system 
health. Current findings, ~~~g~~t that alpha tocotrieno1 is several fold mure 
powerful than alpha toc@heroJ in ~providing nenron ~43 antioxidant protection.* 

0 Earlier studies also indicate that alpha tocotrienol might pray a ising role in 
maintaining healthy ghnamato activity in the brain,* 

* In addition, scientists from the.?&-rited Kingdom, Canada, Malaysia and the US 
indicate that tocotrienols, especially the.delta and ~~a fractions, provide high 
capacity support for breast cell health, in part by, rna~ntai~i~~ he&thy gene 
expression.* 

0 Tocotrienols also help protect ‘~~41 membranes from tipid ~erox~d~t~on and are 
believed to be more supportive offipid methodism th~n”,to~o~h~~~s.* 



* A number of independent resesrch centers in China, Australia and India reveal 
that dietary palm oil, the richest source of toco.trienols, supports healthy lipid 
metabolism. * 

* One proposed mechanjsm for this involves the ability of tocatrienols to maintain 
healthy lipid production and enzyme activity in theliver.* 

0 Together, vitamin E and tocottienols support healthy skin by beosting antioxidant 
defense, maintaining DNA integrity7 and promoting smoothers.* 

0 Natural fGspectrum VitaTrienols contains a comprehe~sive.pro~~e of mixed 
tocotrienols and mixed tocopberols providing all eight bioactive isomers for broad 
range support of lipid metabehsm, cardiovascular health, prostate health, breast 
cell health, skin health and nervous system antioxidant protectian,* 

6. Supplement Brand Name 

Polyphenol Nutrients 

Suppiement Ingredients 

Ascorbic acid, vitamin C (as ascorbyl-.palmitate), calcium (&r&e), vitamin Dj, d-alpha 
tocopherol succinate (vi&mm E), thiamine HCl (Br), ~bo~avj~ (Bz), rib&lavin 5’ 
phosphate (activated Bz), niacin, niacinamide, pyridoxiae NC1 (B~~~,p~doxal S 
phosphate (activated B& fohc acid, m~hy~~oba~ami~ (Brz), ,bjotin, ~~t~theni~ acid 
(calcium pantothenate) (Bs), iodine (potassium iodide), magnesium (&rate), zinc 
(picohnate), selenium (sele~omethio~~ne)~ copper (~yc~~at~~, rn~g~es~ (aspartate), 
chromium (polynicotinate), rn~~ybd~~~rn (aspartate:), potassium (aspartate), boron 
(glycinate), vanadium (aspartate),, mixed carotenoids. (beta carotene, alpha carotene, 
zeaxanthin, lutein, cryptoxanthin),, lute&, zeaxanthin, n-acetyId-cysteine (free- fom), 
choline (bitartrate), inositol, alpha lip&c acid (thioctic acid), ,quemetin, blueberry 
(Vaccinium angustifolium) extract ( t) (standardized to co&a& 1.5% anthocyanins), 
olive (L&u eurupaea L) extract (h-u& porne~a~at~~~~~~~~ gr~n~t~~ 1.) extract (fruit) 
(standardized to contain 5% ellagiic acid), grape ( Yjtti vi~~~~~ extracr: (seed) 
(standardized to contain 92% oligomeric pro~~ocy~idjns~, green tea (‘Camellia 
sinends) extract (leaf). 

Text of Statements cif Nut~~~u~j StiDport 

l Powerful poXyphenal-rich rnu~t~vit~in and rnult~jn~a~ formula with additional 
protectidn factors. * 

* Packed with flavonoids and phenolfc compounds from a unique blend of ohve 
fruit, grape seed, porne~~a~~~ green tea, querqetin and blubber, this fomula 
offers powerful overall eelMar protection. * 
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* It also contains the pr$ective nutrients alpha,lipoic acid, NAC, inositol and 
choline, to complement the neural, cognitive, ~~d~,ovas~~~r, liver and skin health 
properties of this diverse profile.* 

* Furthermore, Polyphenol Nutrients providesthe advantied mineral delivery 
systems and active vitamin cofactors found in ~ut~en~~5~~ and UItraNutrientB 
for optimal bioavailability and utilization.* 

0 Polyphenol Nutrients is a nutrient dense rn~t~vjt~in and mineral formula 
enhanced with an exceptional combination o~~~~~phen~~s and specialized 
compounds for extensive physiological protection.* 

0 Providing wide-range supporH&-: celh.tlar ~rot~~tion~“hea~ he&h, skin health, 
cognitive function, nerve protection, liver health, and macular health* 

* Specialized protection factors* 

7. Supplement Brand Name 

Multi t/d 

Supplement Ingredients 

Ascorbic acid, vitamin C (ascorbyl pa&nitate), vitamin ~~~“d-~~~~~ tocopherol succinate 
(vitamin E), thiamine H%l (BI), ~bo~~vjn (B& riboflavin 5’ phosphate (activated B$, 
niacm, niacinamide, pyridoxine WCi-(Be), pyridoxal5’ phosphate (activated B6), fofic 
acid, methylcobalamin (BI 2)+ biotin, pantothenic acid @k&m p~tothe~ate) (Bs), iodine 
(potassium iodide), zinc (picolinate), seleniym (selenome~~o~~e), ~~omium 
(polynicotinate), mixed carotenoids (beta carotene, alpha carotene, zeaxanthin, lutein, and 
cryptoxanthin), lutein, zeaxanthm. 

Text of Statements of Nut~~~~~al Seaport 

0 Enhanced with lutein and zeaxanthin, this -formula, couples ~nd~ent~ support 
with convenience.* 

* Furthermore, Multi t/d provides the advanced mineral dehveq‘systems and active 
vitamin cofactors found in Nutrient 95023 and Ultr~~~e~t~ for optimal 
bioavailability and utilization.* 

* Mylti t/d offws a hi ly bioavailable vitamin, trace mineral and antioxidant 
combination with a ~JVO capsule~per day r~o~end~ti~~~ for si.mpIicity and 
optimal compliqrce. * 



III accordance with 2’1 LXX2 §‘rt3(r)(fi) and 21 CFR 8 101.93(c), each of the 
above statements will be followed by an asterisk that wiIE be cro&refqenced to another 
asterisk on the very same pa&e1 or p+ge next to which the ~ol~owj~,g stqtement will appear 
in a box in bold face type: ‘~~h~s~~st~teme~ts have not beeg ~v.a~~~t~d,~y the Food 
and Drugs AdminIstration. This~pr uct is not intended to ,~~a~~~~~ treat, cure, or 
prevent any disease.n 

Respectfully -s~b~~i~t~d~ 

ichelle C, Cayeski ’ 
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